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Applicant 
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1 . The applicant is hereby notified that this International Preliminary Examining Authority transmits herewith the 
international preliminary examination report and its annexes, if any, established on the international 
application. 

2. A copy of the report and its annexes, if any, is being transmitted to the International Bureau for 
communication to all the elected Offices, 

3. Where required by any of the elected Offices, the International Bureau will prepare an Enqlish translation of 
the report (but not of any annexes) and will transmit such translation to those Offices. 

4. REMINDER 

The applicant must enter the national phase before each elected Office by performing certain acts (filina 
translations and paying national fees) within 30 months from the priority date (or later in some Offices) 
(Article 39(1 )) (see also the reminder sent by the International Bureau with Form PCTylB>301 ). 

Where a translation of the international application must be furnished to an elected Office, that translation 
must contain a translation of any annexes to the international preliminary examination report It is the 
applicants responsibility to prepare and furnish such translation directly to each elected Office concerned. 

For further details on the applicable time limits and requirements of the elected Offices, see Volume II of the 
PCT Applicants Guide. w * 

The applicant's attention is drawn to Article 33(5), which provides that the criteria of novettv inventive sten 
and industrial applicability described in Article 33(2) to (4) merely serve the purposes of international 
preliminary examination and that "any Contracting State may apply additional or different criteria for the 
purposes of deciding whether, in that State, the claimed inventions is patentable or not" (see also Article 
27(5)). Such additional criteria may relate, for example, to exemptions from patentability, requirements for 
enabling disclosure, clanty and support for the claims. 
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Preliminary Examination Report (Form PCT/IPEAAtl 8) 



international flung date (dayfinanthyear) 
04.11.2003 



international Patent Classification (IPC) or both national classification and IPC 
A61M1&OG 



Priority date (daytnontfyear) 
O4.11.2O02 



Applicant 

CAMBRIDGE CONSULTANTS LIMITED CT AL 



t. 



This international preliminary examination report has been prepared by this International Preliminary Examinino 
Authority and Is transmitted to the applicant according to Article 36, iwimmwy examining 



2. This REPORT consists of a total of 7 sheets, including this cover sheet 

H This report Is also accompanied by ANNEXES, i.e. sheets of the description, claims andbr drawings which have 
been amended and are the basis for this report andfcr sheets containing rectifications made beforethis Authority 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). Authonty 

These annexes consist of a total of 3 sheets. 



This report contains indications relating to the following items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, Inventive step or industrial applicability* 
citations and explanations supporting such statement w iyi 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 
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I. Basis of the report 

1 . With regard to the elements of the international application (Replacement sheets which have been fumL«h*H t„ 
the receiving Office m response to en invitation under Article 14 are referred to in SKmJJ^^ 

end are not annexed to this report since they do not contain amendmen^Rules mieSS 70. 17$ 

Description, Pages 

1 ~ 2 8 as originally filed 
Claims, Numbers 

9 " 14 as originally filed 

1 5-27 received on 20.03.2004 with letter of 20.03.2004 

1-8, 28-35 received on 29.10.2004 with letter of 29.10.2004 

Drawings, Sheets 

1/10-10/10 received on 20.03,2004 with letter of 20.03.2004 

2. With regard to the language, all the elements marked above were avfiiiahi* or {..m^ ^ *u- a . 
bnguage in which the internal applicationS^^^ the 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1(b)). 

□ Slanguage of publication of the international application (under Rule 48.3(b)). 

° fSS^^SS^ fUmfehed PUfP08eS °' intemati0na ' Pre,imina, y examb **>" 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

D nxssss sssssatatSKff^ — does •** «° «■ *— • 
D suss; n "Effls ,m,aaon reoo " i9d in cornpu,e ' read,tie fo ™ » » •» «qw« 

The amendments have resulted in the cancellation of; 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 
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5. □ This report has been established as if (some of) the amendments had not been made since thev have 

been considered to go beyond the disclosure as filed (Rule 70.2(c)). ' 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 

6. Additional observations, if necessary: 

III. Non-establishment of opinion with regard to novelty, Inventive step and Industrial applicability 

1. The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industrially applicable have not been examined in respect of: K 

□ the entire international application, 
IS claims Nos- 9-34 

because: 

□ the said international application, or the said claims Nos. relate to the following subject matter which does 
not require an international preliminary examination (specify): 

□ the description, claims or drawings fmdicate particular elements below) or said claims Nos are so unci^r 
that no meaningful opinion could be formed (specify): unclear 

° Sfuld bSiSSd " ° !aimS N ° 5 ' S ° inadequately su PP or ^ by the description that no meaningful opinion 
13 no international search report has been established for the said claims Nos. 9-34 

2. A meaningful international preliminary examination cannot be carried out due to the failure of the nuclpntin* *„hi 
Kcfonsf ^ t0 C ° mP,y Wlth thB Standard pr0Vided for in *"« ^^SSlS^ * 

□ the written form has not been furnished or does not comply with the Standard. 

□ the computer readable form has not been furnished or does not comply with the Standard. 

[V. Lack of unity of invention 

1 . In response to the invitation to restrict or pay additional fees, the applicant has: 

□ restricted the claims. 

□ paid additional fees. 

□ paid additional fees under protest. 

E3 neither restricted nor paid additional fees. 

2. □ This Authority found that the requirement of unity of invention is not complied with and chas* armrHi™ 

Rule 68.1 , not to invite the applicant to restrict o?pay additional fees ' accord,n 9 t0 

3. This Authority considers that the requirement of unity of invention In accordance with Rules 1 3.1 , 13.2 and 1 3.3 

□ complied with. 
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□ not complied with for the following reasons: 

4. Consequently, the following parts of the international application were the subject of international preliminary 
examination in establishing this report: y nummary 

□ all parts. 

H the parts relating to claims Nos. 1 -8, 35 . 

V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial apDlicabilitv- 
crtations and explanations suoDort na such statement K nai WiieaDiiity, 



1. Statement 



Novelty (N) 


Yes: 


Claims 


1-8, 35 




No: 


Claims 




Inventive step (IS) 


Yes: 


Claims 


1-8, 35 




No: 


Claims 




Industrial applicability (IA) 


Yes: 


Claims 


1-8,35 




No: 


Claims 





2. Citations and explanations 
see separate sheet 
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Re Item 



Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

Claims 9-34 were not searched in view of Rule 13.1 PCT (see Box IV below) and 
therefore no substantive examination can be performed on these claims. 



BsJ tem IV 

Lack of unity of invention 

This International Examining Authority found multiple (groups of) inventions in this 
international application, as follows: 

Group 1: Claims 1 -8, 35 

A metered dose inhaler comprising: 

A) means for receiving a medicament canister 

B) breath-actuated latch mechanism 

Group 2: Claims 9- 11, 12-16 
An inhaler comprising: 

C) a mouthpiece 

D) a mouthpiece cover, closing the air inlet 

Group 3: Claims 1 7 - 20 

A metered dose inhaler comprising: 

E) a dose counter, with helically toothed track 

Group 4: Claims 21 - 25, 27 - 28, 29 - 30, 32 

A pressurised canister for dispensing a metered dose, comprising: 

F) a valve with a sliding, biased nozzle 

G) a metering chamber 

Group 5: Claim 26 

An inhaler device, comprising: 

A) means for receiving a medicament carrier 

Group 6. Claims 31, 33, 34 
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A valve, comprising: 

F) a resiliently biased nozzle 

In order that an International Application may contain more than one invention, the 
inventions defined in the application must form "a group", namely they should be so 
linked, as to form a single general inventive concept (see Rule 13.1 PCT). This 
inventive concept finds expression in the independent claims according to the different 
inventions in terms of the same or corresponding special technical features. The 
definition "special technical features" refers to the features which, in the independent 
claims, involve an inventive step over the prior art. 

In the present case the common or corresponding features of independent claims 1 , 9, 
12, 1 7, 26, and 35 are a generic features of a metered dose inhaler means for 
receiving a medicament canister A), mouthpiece B), which are disclosed in combination 
in the documents cited in the search report and are therefore not only not involving an 
inventive concept over the prior art, but are not even new. 

As this inhaler is defined only as being suitable for receiving a medicament carrier, it 
has no technical features in common with the canister or the valve as disclosed in the 
remaining independent claims (claims 21 , 27, 29, 31 , 33, and 34). 

The common or corresponding feature of claims 21 , 27, 29, 31 , 33, and 34 is valve F) 
Such a valve is likewise disclosed in the documents of the search report and is 
therefore also not only not involving an inventive step, but is not even new. 

The remaining features of the independent claims, namely breath actuated latch B) 
mouthpiece cover D), dose counter E), valve/nozzle F) and metering chamber G), are 
different and have different purposes. 

Therefore the application is considered to encompass six different, separate inventions 
contrary to the requirements of Rule 1 3. 1 PCT. 



No additional fees were paid. Therefore, examination is limited to the claims of 
claims 1-8 and 35. 

Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial 
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applicability, citations and explanations supporting such statement 

The document US-A-5408994 is regarded as being the closest prior art to the 
subject-matter of claim 1 , and shows (the references in parentheses applying to this 
document): 

a metered dose inhaler comprising means for receiving a pressurised medicament 
canister; and a breath actuated latch mechanism arranged in use to latch a spring 
in line with said canister, said latch to be released in response to inhalation 
through the inhaler by the user, thereby depressing said canister to dispense a 
metered dose. 

The subject-matter of claim 1 differs from this known inhaler in that the canister itself is 
latched in a depressed condition. The medicament is to be dispensed when the 
canister is released from its depressed state. 

The subject-matter of claim 1 is therefore new (Article 33(2) PCT). 

The problem to be solved by the present invention may be regarded as minimising the 
space required for the actuation of the inhaler. 

The solution to this problem proposed in claim 1 of the present application is 
considered as involving an inventive step (Article 33(3) PCT) for the following reasons- 
The canister to be used in the device releases its dose exactly opposite to conventional 
medicament canisters. A simple latch mechanism anticipating such a canister is not 
disclosed in any of the prior art documents as currently available. 

Claim 35 differs from claim 1 in that the inhaler is not limited to being a metered dose 
inhaler. As a metered dose is usually metered by the canister, the features of claim 35 
is considered to correspond to claim 1. Claim 35 therefore involves an inventive step 
(Article 33(3) PCT) for the same reasons as cited above. 

Claims 2 to 8 are dependent on claim 1 and as such also meet the requirements of the 
PCT with respect to novelty and inventive step. 



Forni PCT/Ssparats SheeV409 (Sheet 3) (EPO-April 1997) 



